No. 154
2007 12 11






10

13

15

15
18
21
25

- o o <

31

33

35



1992 5
4
2002 8
4 1
1-1. (2002) 4
OoTC
(2002)
2007
2007 6
24 2012 30
8 2002

1 (2002) 4

10

2002



2006
5.7 N=165,402 2006 10 1 2007

8.5 3.5

4

1-1
2 2006 4 13,311 6,016
3 (2007) 94.3% N=2,989 2 2005 9 2007 8

(20070 2003 8 2005 12

N= 20

4 (2007)



1-1.

70.0%

60.0%

50.0%

40.0%

30.0%

20.0%

10.0%

0.0%

63.0%

13.0%

59.0%

26.0%

56.0%

23.0%

39.0%

16.0%

17.1%

5.1%

(2007)

http://www.epma.qgr. jp/something text/something full%20text.pdf

FDA

(generic drugs)

1-1

(2007)

, No.152.




eV)

@ @




1992

21

eY)

(2)

1992 21

2007
30%
8,800

2-1

5,000

40




2-1.

16.8% 2004

30%

5,000

40%

8,800

2007

5

15

(2007)

2-1



7

2007

11




90

20

3-2

10

70




3-2.

A — A ZE—
— )
— —
10 1 1
11 10
100
50
10

11




[ 11 11 1 100-90 10

[ | 1 [ ] 90-81 9
[ 11 | ] 5045 5
[ 1 I 11 ] 45-40.5 4.5
8
3-2
3-2
2
8 (2001)

12




4-1

14

12

1.0

06

04

0.0

0.52

2003

0.47

11

0.49

12

0.33

0.9

U.S. Department of Commerce (2004) Pharmaceutical Price Controls in OECD Countries

standard units

4-1.

13

1-1



14




2001

19

2006

570

67

2001

50

5-1

480
2001

15

2001

3,640

2006

2006
19
2006

5-1

6,080



5-1. 2001 - 2006
01 /06
| 67%
| 107%
| 78%
| 59%
| 50%
| 19%
0% 50% 100% 150%
© 2007 IMS
5-1.
10
2001 2006 01 /06

48 57 19%
18 28 50%
182 290 59%
29 52 78%
88 182 107%
364 608 67%

© 2007 IMS

2005 33.1 6.9

20.8 1990

16



24.9 1998 18.6

1990 20
5-2.
| s—]
—
350 21 331 7 30.0%
30.0 25 0%
25.0
20.0%
20.0
15.0%
15.0
10.0%
10.0
5.0 5.0%
0.0 0.0%
1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005
(2007) 17 ()
1990
5-2 1992 2006
2

17



5-2.

1992 7,681 2,121 3771 13,573 -8.1%
1994 8,613 2,083 2,679 13,375 -6.6%
1996 9,568 1,697 1,604 12,869 -6.8%
1997 7,718 3,394 862 11,974 -3.0%
1998 9,921 6 1,765 11,692 -9.7%
2000 8,935 61 2,291 11,287 -7.0%
2002 9,096 98 1,997 11,191 -6.3%
2004 9,645 39 2,309 11,993 -4.2%
2006 10,113 75 3,123 13,311 -6.7%
(2007) http://www.nihs.go.jp/mhlw/jouhou/yakuji/yakuji-j0703.pdf
1997 14 -3.0
2.
10
4
102 2-1

18



11

5-3 2007 11
5-3.
2000 2002 2006
40% 40 100% 50 100%
10% 15 30% 25  40%
3% 5 10% 5 20%
1 (200%)
2007 6

19



PhRMA

(1
70
2
5-3
5-3.
(2007)
http://www.jpma.or.jp/about_media/release/070711.pdf

(22 PhRMA

PhRMA

Heaney

M.(2006) PhRMA

20




12

PhRMA

13

PhRMA

14

2-1

5-4

12 Heaney M.(2006)Brokering Health Policy: Coalitions, Parties, and Interest Group Influence,
Journal of Health Politics, Policy and Law,Vol.31,No.5

13 (2006)
http://www.phrma-jp.org/index.php/phrma-seminars-and-materials/phrma-japan/position-papers-and-

articles
14 2006 6 5

http://www.mhlw.go.jp/shingi/2006/06/txt/s0605-1.txt

21



7
(%)
100 83
50 17
30
(%)
100 70
50 30
[ ]
= 1 [ ]>< 100=<70 50><30 = 100><83 50>=17
=7 7 ><8500-+-9150
=0.497248
=0.50
40
(%)
100 60
50 40
[ ]
= 1 [ ]>< 100=<60 50><40 = 100><83 50>=17
=7 7 ><8000-+-9150
=0.879781
=0.88

30

5-5

22



5-5.

(%)
100 83
50 17
83>100 17><50
90.7 9.3
7>=<0.907 6.35
06 5-6
191 301
100
83% 6.35 3.15 49.6
444
1.29
30
1.61
100
70% 5.36 3.15
3.75
0.60

23



30
06
161
113
70% 6.05 3.15
444
1.29
1
| |
| . :
| 06 I
| |
| |
e d
5.1%
5-5 OTC
30
13 5-4
13
30
2000
1 540

24



28

2006 1 298
15.7
28 2006 5-6 1 3,375
20.4 1 4,985 22.8

25




2005

5-6.

2007 3

19,745

10,298
65,695 /
32,574
45,950
13,375
14,985
1,609
28 12 12 1
2006 4
A3.16
2006 5-7

26




5-7.

2005

- 2006

(N=28)

(N=2,406)

05

/06

(N=3,011)

(N=656)

10

5.4

05

/06

(N=28)

(N=2,406)

-16.1

(N=3,011)

-11.7

(N=44)

-21.8

(N=656)

2006

4

2007

3

http!//www.med.or.jp/shirokuma/no763.html

28

12

27

TKC

(2007) TKC




5-8

5-8.
O O
100% :
1
1
80%
1
i | 61.5
60% 77.3 75.0 73.0 72.9 71.3 67.3 :
1
1
40%
1
1
20% 327] 1 | 385
22.7 25.0 27.0 27.1 28.7 . :
0% :
1
& & & & & & &
X 4% %) & & o &
Q KN N S S$ § ‘&@
o> Vv 3V A
N
Vv
(2007) 14 20 3
2006 1,000
5-9
4

28




5-9.

2006

60.0% 1

50.0%

40.0%

30.0%

20.0%

10.0%

0.0%

53.8%

26.8%

26.9%

14.0%

2006

19.6%
17.4% 15.4%

8.4%

15

standard units

15

29

5-10

Japan tends to have much weaker doses.




5-10.

2.5

2.0

15

1.0

0.5

0.0

0.82

22

2003

11

0.59

0.57

15

0.57

14

U.S. Department of Commerce (2004) Pharmaceutical Price Controls in OECD Countries

30




eY)

(2

(€)

(4)

(5)

(6)

31



1984

FDA
FDA

FDA

16 17

16 Frank R.(2007)The Ongoing Regulation of Generic Drugs, The New England Journal of Medicine,
Vol.357:1993-1996, Nov.15,2007, No.20
1 (), , ( )(2005

32



(2007)
2007 5 15

(2007) ) .2007 12

(2001)
, Autumn2001, No.136

(2007)

http://www.epma.gr.jp/something text/something full%20text.pdf

(1992) 21

(2007) 17

http://www.mhlw.go.jp/toukei/saikin/hw/k-iryohi/05/index.html

(2002)
http://www.mhlw.go.jp/shingi/2002/08/d1/s0830-1c.pdf

(2007)
http://www.mhlw.go.jp/houdou/2007/08/d1/h0830-1b.pdf

2006 6 5

http://www.mhlw.go.jp/shingi/2006/06/txt/s0605-1.txt

(2007)

(2005)

http://www.jimin.jp/jimin/seisaku/2005/pdf/seisaku-014.pdf

33

11



TKC (2007) TKC 2006 4
2007 3 http://www.med.or.jp/shirokuma/no763.html

(2007)

http://www.jpma.or.jp/about_media/release/070711.pdf

(2007)

http://www.nihs.go.jp/mhlw/jouhou/yakuji/yakuji-j0703.pdf

(2007) 14 20 3
2007 11 19

(2006)

http://www.phrma-jp.org/index.php/phrma-seminars-and-materials/phrma-japan/positio

n-papers-and-articles

(), , ( )(2005
(2007) _
_ , No.152
IMS http://www.ims-japan.co.jp/
,2007 11 8

Frank R.(2007)The Ongoing Regulation of Generic Drugs, The New England Journal of
Medicine, Vol.357:1993-1996, November 15,2007, No.20

Heaney M.(2006)Brokering Health Policy: Coalitions, Parties, and Interest Group
Influence, Journal of Health Politics, Policy and Law,Vol.31,No.5

U.S. Department of Commerce (2004) Pharmaceutical Price Controls in OECD Countries

34



FDA

m ] Your medication guids should be kept with
@ bo ERIC @ v and up fe date, Lt vour peeseriptian
DRUGS TARE ™ and swer-1he-counter medicine a5 wall a3
Lu"ﬁ“ Tﬂ 'ﬂ'ﬂ“ your Sltary supplamants.
p IN THE BODY?
¥ Ne. Commic dnags
i wark bn the same way "
1 and In the samo T
% amount of tiee a1 T
bramd-name drugs -
e
-
----- -
=
5> WHY ARE GENERIC DRUGS .
LESS EXPENSIVE? ' i
Creating a drug codts lots of money.
Since genorie drog makers do not
devalep a drug from seratch, the
cests fo bring the drug to market
are less. Bul fhey must show That I
thatr pm-:‘uel performs in &
the tame way 48 -
P Qe i same 3
# drug. AL genaric =
¥ dregs are -
¥ appeoved
i by FDA.
1 '}
! £
i1 b
s :
- =
s o
- - - - - -
o
5. DEFAATUENT CF HEALTH
L B HUBAN SERACES
o Fovs warag pomsien [FENE EA) 1200 o paue
» 1-888-INFO-FDA « www.ida.gav e
-
- - -= -
> WHAT ARE GENERIC DRUGS? GZ5» AREBRAND-NAMEDRUGSMADEIN X3P DOES EVERY M
!“ A genssic drug b the same &1 4 BETTER FACTORIES THAN GENERIC ERAND-MAME DRUG HAVE
' h';ﬂﬁ;: me drog in: DRUGS? A GENERIC DRUG? !
I
I = salety Mo all e Ko, When new drugs are st
L] = strength ﬁﬂﬂﬁ ﬁe{mi lactortes . L% made they have drug patents :
\ = quality HﬂT‘I’lﬂ- st —_— % Mot drug i
% = the way i warks mee-ed The : ] patents are .
% = theway i is taken same kigh i profecied for 1‘.
% = the way it should be used stamdasds. If ihe | 7 years. Tha .
lactories do nat i patent J—
mer! certaln skandarda. the FOA won™ profects the e
@ ARE GENERIC DRUGS AS ey abow them to ma ke drogs. ! company that made the drog et
SAFE AS BRAND-NAME : The patent dossn't allow anyone
@ IFERAND-NAME DRUGS AND #fsa 1o make and sal ths drug.
DRUGS? 4 Whan the patest sxplzes, other drug
Was. The FD& ﬁEHEIIf Di“ﬁs mvz T'HE m !.F companies can start salling the
waye that ACTIVE INGREDIENTS, WHY DO genartc warston of the drag. Bat,
all dreugs . }"‘ ret, they must tet the drog and
maet wark T‘““ I"MH nlm I e FOWk mAast appaowe It
well and be safe. Generlc drugs In the United States. trademark laws
e the same active Ingredisents s de ns allow genseic diugs fo lak ¥ ‘m WHAT 15 THE BEST [' 1
brand-name druge and woek the tams f wacly bikn the A SOURCE OF -
way. %o they have the sima rigks and beand-name drvg . . f
banafits a5 the brand-mame drogs. % However, the . INFORMATION | I|I
generic drug mast % ABOUT GENERIC -
1
5> AREGEMERICDRUGS ASSTRONG | have the same ‘' DRUES?
active agredisnts [ 4
H IM'M IIUGE? | €abori, livar, ind certiln othar parki Contact your doctor, pharmactst
“ ol DA pequaien pesae ! way b dfarinl ];“ Fhase lhln.g; don’t ! g othar healhcane wodke for
4| druge must be ax 1 imr;q?:dwﬂhm;mm; Wt acn: Ty ¥ infaernatian an rour geness: drogs 1
P = = kigh quality ! — Aty - For maore infermation, oo can also )
W ! * strong ’ - wistt the FDA webatte at |
i - pare. and - < Generic Drugs itbp:f e tda. goedode and i
- able Jate, Effective. FDA Approved. elick on Comsumer Educatisn #

u'hun.d-rumtd.rugt -

@& € v,
“‘ ‘ffa#+ g k"(—»’ ) . v,

e

35



